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DETAILED ACTION 

Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-11, drawn to a tunneling tool, classified in class 606, subclass 
210. 

II. Claims 12-20, drawn to a method of forming a subdural pathway, 
classified in class 128, subclass 898. 

III. Claims 21-27, drawn to a neuromodulation therapy system, classified in 
class 600, subclass 554. 

2. The inventions are distinct, each from the other because of the following reasons: 
Inventions I and II are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (1) the process for 
using the product as claimed can be practiced with another materially different product 
or (2) the product as claimed can be used in a materially different process of using that 
product. See MPEP § 806.05(h). In the instant case the product as claimed can be 
used in a materially different process of using such as the tunneling tool can be used to 
form a tunnel straight into tissue instead of a tunnel connecting two incisions. 

3. Inventions I and III are related as subcombinations disclosed as usable together 
in a single combination. The subcombinations are distinct if they do not overlap in 
scope and are not obvious variants, and if it is shown that at least one subcombination 
is separately usable. In the instant case, subcombination I has separate utility such as 



Application/Control Number: 10/759,793 Page 3 

Art Unit: 3731 

the tunneling tool can be used in a number of procedures that do not involve a 
stimulation lead or generator. The tunneling tool can be used to form a tunnel in tissue 
for any surgery, such as an anastomosis procedure. See MPEP § 806.05(d). 

4. Inventions II and III are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product. See MPEP § 806.05(h). In the instant case, the product 
as claimed can be used in a materially different process such as the stimulation lead 
may be positioned by a tunneling tool that does not form a pathway between a first and 
second incision. 

5. Because these inventions are independent or distinct for the reasons given 
above and have acquired a separate status in the art in view of their different 
classification, restriction for examination purposes as indicated is proper. 

6. During a telephone conversation with R. Ross Viguet on 5/2/2006 a provisional 
election was made with traverse to prosecute the invention of the method of forming a 
subdural pathway, claims 12-20. Affirmation of this election must be made by applicant 
in replying to this Office action. Claims 1-1 1 and 21-27 are withdrawn from further 
consideration by the examiner, 37 CFR 1.142(b), as being drawn to a non-elected 
invention. 
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Specification 

The disclosure is objected to because of the following informalities: typographical 
error in line 2 of paragraph [001 1] of the specification. The sentence reads, "the tube 
may remains in place within the tissue ". 

Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 12, 16, 17, and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Smith, III (U.S. 4,832,687) in view of Richmond (U.S. 4,509,516). 
Smith discloses a method of forming a subdural pathway between a first and second 
incision for an implantable line including the steps of inserting a tunneling tip (18) into a 
first incision and guiding the tunneling tool from the first to the second incision to form a 
subdural pathway, securing the line to the tunneling tool, and backing the tunneling tool 
out from the first incision along the subdural pathway to lay the implantable line along 
the pathway (col. 2 lines 15-31). Smith fails to disclose that the line is secured to the 
tunneling tool with a tapered slot proximate to the tunneling tip that pinches the line. 
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9. However, Richmond discloses that it is old and well known in the art to guide an 
implantable line through a pathway formed in tissue by securing the line to a tunneling 
tool by passing the line through a tapered slot (18) near the tunneling tip (col. 4 lines 41- 
8). The slot (18) is an elongated hole and is therefore tapered as you move from the 
center of the slot toward an end where the sides of the hole begin to curve. The 
tapered slot disclosed by Richmond is an equivalent means of connecting the 
implantable line to the tunneling tool as sliding the line over threads on the tunneling 
tool as disclosed by Smith. The slot may be formed in only a portion of the threaded 
region of the shaft so the cap (18 of Smith) may still be fit onto the device during the 
initial tunneling. Therefore, it would have been obvious to one of ordinary skill in the art 
to modify the device disclosed by Smith to replace the friction fit with a tapered slot near 
the tunneling tip made obvious by Richmond as both mechanisms provide an equivalent 
means of attachment for the implantable line and tunneling tool. 

10. Regarding claim 16, as seen in Fig. 4 of Smith, the first incision (32) is located 
near a terminal region and the second incision (36) is located near the treatment region. 
The terminal region is being considered the region around where the first incision is 
made. The treatment region is somewhere along the pathway and therefore, the second 
incision is proximate to the treatment region. 

1 1 . Regarding claim 1 7 and 1 8, the implantable line is a catheter (26) that is 
operable to deliver medication or drain the treatment region. 

12. Claims 19 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Smith and Richmond as applied to claim 16 above, and further in view of Ritz et al. 
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(U.S. 5,782,841). The modified device and method of Smith discloses the invention 
substantially as stated above, but fails to disclose the implantable line comprising a lead 
operable to deliver electrical signal to neuromodulate tissues from a signal generator 
and to electrodes proximate to the terminal region. 

13. However, Ritz et al. discloses that it is old and well known to use tunneling tools 
for subcutaneous lead placement. Ritz et al. discloses a method of first passing a 
tunneling tool from one incision to another incision, connecting leads to the tunneling 
tool, and then placing the leads along the pathway as the tool is backed out of the first 
incision (col. 1 lines 56-67). These leads are tunneled between a signal generator and 
electrodes (col. 1 lines 16-20) in conjunction with the implant of pacemakers. The 
method disclosed by Smith for the implantation of a catheter follows similar steps of the 
method of implanting leads as disclosed by Ritz et al. The modified device of Smith has 
a tapered slot that is capable of engaging a variety of surgical instruments, including a 
lead. Therefore, it would have been obvious to one of ordinary skill in the art to use the 
modified device and method of Smith to implant electrical leads in order to gain the 
advantage of having a multi purpose tool that can be used for both catheter and lead 
placement during surgery. 

14. Regarding claim 20, see col.1 lines 24-37 of Ritz et al. 

15. Claims 13 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Smith and Richmond as applied to claim 12 above, and further in view of Allen 
(U.S. 1,71 1 ,579). The modified device of Smith discloses the invention substantially as 
stated above, but fails to disclose that the tapered slot comprises a wide opening 
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located opposite of the tunneling tip and tapered sides that taper inwardly toward the 
tunneling tip, wherein the wide opening receives the implantable line and the tapered 
sides secure the line to the tunneling tool. 

16. However, Allen discloses that it is old and well known in the art to use a tapered 
slot (Fig. 2, "3") to hold a tubular element, in this case surgical suture, in place. The slot 
comprises a wide opening located opposite of the tip of the needle and tapered sides 
that taper inwardly toward the tip. The shape of the slot performs the function of 
providing additional holding means for the strand as it is wedged into the wedge-shaped 
portion of the slot when it is used during surgery (col. 2 lines 79-86). Employing this 
shape in the modified device of Smith would allow the implantable line to be wedged 
into the narrower tip of the slot to provide a holding means. Therefore, it would have 
been obvious to one of ordinary skill in the art to modify the device disclosed by Smith 
to include a tapered slot with a wider base and narrower tip in order to gain the 
advantage of a stronger holding means for keeping the implantable line attached to the 
tunneling tool during insertion. 

17. Regarding claim 14, the handle (16) is a bent portion (20) of the shaft (12) 
(Smith, Fig. 4). 

1 8. Claim 15 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Smith, 
Richmond, and Allen as applied to claim 1 3 above, and further in view of McCarthy 
(U.S. 4,574,806). The modified device of Smith discloses the invention substantially as 
stated above, but fails to disclose a tube concentrically mounted about the shaft, 
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wherein the tube remains located along the subdural pathway to protect the implantable 
lead. 

19. However, McCarthy discloses that it is old and well known to include a tube (14) 
that is concentrically mounted about a shaft (30) wherein the tube remains located 
along the subdural pathway during a tunneling procedure (Fig. 2, 4-7). The tunneling 
tool disclosed by McCarthy is inserted into a first incision and tunneled to a second 
incision, wherein the tube (14) remains in the tunnel while the cap (12) is removed from 
the shaft and a tissue graft is attached to the tip of the shaft. The graft is then pulled 
back through the subdural pathway. The tube protects the graft while it is pulled through 
the pathway (col. 2 lines 45-64 and col. 5 lines 64-67). Therefore, it would have been 
obvious to one of ordinary skill in the art to modify the device of Smith to include a 
concentrically mounted tube that would remain located along the subdural pathway as 
made obvious by McCarthy in order to gain the advantage of protecting the implantable 
line and the tissue forming the tunnel from possible damage. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kathleen Sonnett whose telephone number is 571-272- 
5576. The examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anh Tuan Nguyen can be reached on 571-272-4963. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



273-8300. 
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